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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )IS Responsive to communication(s) filed on 05 October 2006 . 
2a)n This action Is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) 13 Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) 1-10 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) K1 Claim{s) 11-21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing{s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 
Election/Restrictions 

Applicant's election with traverse of Group II, claims 1 1-21 in the reply filed on October 
5, 2006 is acknowledged. The traversal is on the ground that searching every invention would 
not constitute a burdensome search with no further reasoning. This is not found persuasive. As 
demonstrated in the restriction requirement, the search of the two inventions is not considered 
coextensive. The requirement is still deemed proper and is therefore made FINAL. The examiner 
further acknowledges AppUcant's election of "mannose-6-phosphate" as the species as required. 
However, upon a review of the art, this species requirement is withdrawn. Clauns 1-10 are 
withdrawn as being drawn to a non-elected invention. 

Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 11-21 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for vaginal atrophy and/or "the promotion of vaginal epithelial cell 
proliferation/differentiation in a patient in need thereof," does not reasonably provide enablement 
for the fiiU scope of known vaginal conditions. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 
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Many of the factors regarding undue experimentation have been summarized in In re 
Wands, 858 F.2d 731, 8 USPQ2d 1400 (Fed. Circ. 1988) as follows: 

(1) The quantity of experimentation necessary (time and expense); 

(2) The amount of direction or guidance presented; 

(3) The presence or absence of working examples of the invention; 

(4) The nature of the invention; 

(5) The state of the prior art; 

(6) The relative skill of those in the art; 

(7) The predictabihty or unpredictability of the art; and 

(8) The breadth of the claims. 

The claims are drawn to the treatment or prevention of a "vaginal condition" without 
limit. However, the specification discloses the promotion of epithelial cell proliferation. It is 
unclear as to how this activity would necessarily be beneficial to the wide variety of known 
vaginal disorders — from microbial infections to vaginismus to vaginal neoplasia, to name a few. 
It is noted that the specification addresses the "overgrowth of pathogens," but the discussion is in 
the context of an infection that results from a thinning epithelium. With no known antimicrobial 
activity, it is unclear how this agent would be expected to produce a beneficial result when there 
is no underlying problem with the vaginal epithelium. With respect to a condition such as 
neoplasia, it would be expected that the administration of an agent that promotes epithelial 
proliferation would, if anything, have a harmful effect. Prevention adds another layer of 
difficuhy, because other than women with low estrogen, the specification does not indicate 
exactly what patient population is to be treated and how this population is to be selected. 

Therefore, although the skill in the art would be relatively high, and the art (with respect 
to treatment, not prevention) would be reasonably predictable, the scope of the invention 
includes many disorders for which the instant treatment would be expected to be ineffective or 
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even contraindicated. In view of the foregoing, one of ordinary skill would require xrndue 
experimentation in order to use the invention commensurate in scope of the instant claims. 

Allowable Subject Matter 
The art of record does not teach the intravaginal administration of a mannose phosphate 
for the treatment of vaginal atrophy or something to the effect of "the promotion of vaginal 
epithelial cell proliferation/differentiation in a patient in need thereof" Prevention would also be 
allowed if limited to the population of women with low estrogen. It is noted that "low" could be 
considered a relative term, but one of ordinary skill would be apprised of the range considered, 
so it is the opinion of the examiner that this term would not be indefinite. Ferguson (US 
5,520,926) teaches the administration of mannose phosphates for the acceleration of wound 
heaUng. The reference does not teach or fairly suggest the treatment/prevention of vaginal 
atrophy or the promotion of vaginal epithelial cell proliferation/differentiation. 
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should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Wednesday, and Friday 7:00 to 3:30 (ET). 
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direct.uspto.gov Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197. 
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